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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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after SIX (6) MONTHS from the mailing date of this communication. 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Summary 
Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter, which the applicant regards as his invention. 

Claims 4, 20 and 47 are rejected as failing to define the invention in 
the manner required by 35 U.S.C. 112, second paragraph. 
The term "toiletries" in claims 4 and 20 is a relative term which renders the claim 
indefinite. The term "toiletries" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary 
skill in the art would not be reasonably apprised of the scope of the invention. 

With respect to claim 47, the terms "antioxidant system", "fat major trace", 
"ultratrace minerals and m-inositol" have not been described in the instant 
specification, therefore, it is the examiners position that the claim renders itself 
indefinite. 
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Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 

U.S.C. 102 that form the basis for the rejections under this section made in this 

Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1-6, 1 1-14, 16-23, 28-31 , 33-36, 44-47, 49 and 51 are rejected under 35 
U.S.C. 102(b) as being anticipated by Nakashima et. al. (U.S. Patent No. 
4645662 A). 

With respect to claims 1-6, 11-14, 16-23, 28-31, 33-36, 44-47, 49 and 51, 
Nakashima et. al teaches: 

The oral composition in the form of toothpaste, toothpowder, ointment (liquid or 
gel) and mouthwash in order to alleviate dental sensitivity (paragraph 5). Such 
oral composition has aluminum hydroxide as abrasives that permit the soluble 
aluminum compound to be stably incorporated in the composition and acts as 
analgesic and is used for prevention or remedy of dentinal hypersensitivity 
(paragraph 44). Aluminum hydroxide has a metallic and astringent taste in its 
soluble form and hence provides unpleasant feeling to the user (paragraph 62). 
The hydroxylalkylcellulose is used in combination with carrageenan and it 
improves the formability, syneresis, smoothness, stringing and stability of the 
composition. Moreover, it eliminates the slimy feeling and improves the good 
feeling in use and permits the soluble aluminum compound to be incorporated in 
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the stable manner with minimum deactivation of effective aluminum ions 
(paragraph 47). Nakashima et. al also teaches that using hydroxylalkylcellulose 
alone may aggravate the formability and stringing of the composition and make 
the composition feel slimy and taste un pleasant, therefore, it is proved that 
carrageenan helps in reducing the astringent taste of the composition (paragraph 
50). Nakashima et. al further mentions that the preferred carrageenan is 
.lambda.- carrageenan which improves the smoothness of the composition. The 
composition may contain certain amount of.iota.-carrageenan and .kappa.- 
carrageenan so long as they do not adversely affect the properties of .lambda. - 
carrageenan. The maximum permissible amount of .iota and .kappa.- 
carrageenen is about 50 % in the total carrageenan (paragraph 52). Nakashima 
et. al also mention that sweetener such as sodium saccharin and mineral like 
potassium nitrate may also be added to the composition (paragraph 61 and 
example 14). 

Thus the claims 1-6, 11-14, 16-23, 28-31, 33-36, 44^7, 49 and 51 are 
anticipated by Nakasaki et. al. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
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said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 1-55 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lowry et al. (U.S. PGPUB 20010007878 A1) in view of 
Nakashima et. al. (U.S. Patent No. 4645662 A). 
The teachings of Nakashima et. al. have been discussed above. 
With respect to claims 1-2, 7-10, 15-18, 24-55, Lowry et al. teaches: 
Lowry et. al teaches a nutritional product in a composition comprising L-arginine 
for a person having renal failure. L-arginine is found to be an essential amino 
acid in patients with renal failure because of the role it plays in the synthesis of 
endothelium- derived relaxing factor (summary of invention). The composition 
can be cow-milk based, soy-based, or based on other proteins or nutrients. 
Lowry et. al further suggest that the composition may also be administered via 
the normal oral route, and since the latter is preferred, the product's good taste is 
an important factor. Lowry et. al discloses that the nutritional product has 
moderate to high protein content and high calcium to phosphorus ratio. The 
composition contains vitamins and minerals and citric acid that is known in the art 
as flavoring agent and also water (paragraph 10, 14 and 16). The composition 
also typically contains emulsifiers and /or stabilizers such as carrageenan. 
(paragraph 25). Lowry et. al mentions that L-arginine is well known for it's 
unpleasant taste and has detrimental effect of bitter elemental arginine on the 
taste of any formulation. 

Although Lowry et. al disclose adding one or more carboxylic acids to provide 
good taste to the product but it does not teach utilizing carrageenan as a taste 
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masking agent. However, in view of Nakasaki et. al , as discussed above, 
carrageenan can be used in terms of taste masking agent. 
Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to use carrageenan as suggested by Nakasaki et. al 
in making oral formulations of nutriceuticals containing amino acids as taught by 
Lowry et. al because carrageenan is noted upon to mask the metallic/bitter taste 
of amino acids. A skilled artisan would thus have been motivated to prepare 
better tasting oral formulations of nutriceuticals comprising amino acid, vitamins, 
minerals, flavorings agents and carrageenan with a reasonable expectation of 
success. It should be noted that while Lowry et al. and Nakasaki et. al do not 
explicitly teach the claimed concentrations and ratios of amino acid and 
carrageenan in the compositions and oral preparations of nutriceuticals as 
claimed in instant claims (8-10, 25-27, 41-43, and 52-54), it is the examiners 
position that it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to determine suitable ranges through routine or 
manipulative experimentation to obtain the best possible results, as these are 
variable parameters attainable within the art. Further, in the absence of any 
unexpected results with respect to the claimed ratios and concentrations of the 
various components, it would have been obvious for the one of ordinary skilled in 
the art to optimize the various components, in order to achieve the desired 
composition. 
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4. THIS ACTION IS MADE FINAL Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1 . 1 36(a). / 

A shortened statutory period for reply to thistfnal action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailingsdate of this final action and the advisory 
action is not mailed until after the end of ^e\HREE-MONTH shortened statutory 
period, then the shortened statutory period will e^ire on the date the advisory 
action is mailed, and any extension/fee pursuant to 37VCFR 1.136(a) will be 
calculated from the mailing date>of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

5. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Snigdha Maewall whose telephone number is 
(571)-272-6197. The examiner can normally be reached from 8:30 Am to 5:00 
PM on Monday to Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Michael Woodward, can be reached on (571 )-272-8373. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
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for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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Primary Examiner 
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